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Action Requested: Recalculate MOS's for cotton, pean.t, and tobacco uses of
azxlrin using EAB's revised exposure assessment (memorandum dated Sept.

27, 1987), calculate MOS's for sugarcane uses and recalculate MOS's for

the proposed use of azodrin on corn.

Background:

1. Proposed corn use: In a memorandun dated July 16, 1987, TB calculated
the MOS's for the proposed use of azodrin on com. A dermal penetration
factor of 11% was used for these calculations. This number has since
been raised to 15% after a camplete and thorough review of the dermal
penetration study, and therefore, the MOS's need to be revised.

2. Cotton, peanut, and tobacco uses: EAB has redone their exposure
assessment for these uses (see memorandum dated Sept. 27, 1987) and
therefore, the MOS's for these uses need to be revised.

3. Sugarcane use: In their memorandum of Sept. 27, 1987, EAB included
an exposure assessment for sugarcane uses. MOS's have not been calculated
for this use.

4. Toxicological effects used for calculating HOS's:
a. NNOEL for teratogenicity was derived from a rabbit study. The
NOEL for agenesis of the intermediate lobe of the lung was 1 mg/kg.

b. The lowest NOEL's for cholinesterase inhibition (including brainj
are found in the rat and the dog and are as follows:

Dog: 13 week dog study NOEL = 0.5ppm or 0.0125 mg/kg/day; LEL =
1.5ppm (Core grade — supplementary)
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14 day dog study: HOEL = 0.5ppm or 06.0125 mg/kg/day; LEL = 1-5ppm
(this study wes not core graded)

2 yr. dog study: NOEL = 1.6ppm or 0.04 mg/kg/day; LEL = 16 ppm
(Core grade minimm)

Rat: 13 week rat: NOEL = 0.5ppm or 0.025 mg/kg/day; LEL = 1.5ppm
(Core grade minimas)
2 yr. rat: NOEL = 0.09pmm or 0.0045 mg/kg/day; LEL = 0.9ppm

(Core grade minimmm)

Note: The NOLL for this study was changed by the
Toxicology Brancn ADI Committee fram 0.027 ppm
to 0.09 ppm. The effects on cholinesterase seen
at 0.027 were seen at only one tiwe point during
the study in both males ani females ard were
not considered to be treatment related. The
AD]I was calculated based upon a NOEL of 0.0045
rg/kg/day and a safety tactor of 100.

The NOEL cnosen for calculating tne MOS's for azodrin uses was that derived
fram the 13 week rat study. Althouch the NOFEL was lower in the dog, as
derived fram the 14 day and 13 week studiess one of these studies was not
core graded and the other was supplementary. In addition, the 2 yr. dog
study, which was core minimum, had a higher NOEL for cholinesterase inhibition
than either short term dog study and both of the rat studies. The rat

was chosen as the most sensitive species and the subchronic rat NOEL was
chosen for MOS calculations since the human exposure is not chronic buc

short term.

Calculations:

PDS's were calculated as follows: Appropriate NOEL (mg/kg/day)
Exposure (mg/kg/day) x Dermal Penetraticm (3)

1. Ground Boam Application:

Mixer/Loader /Applicator:

Open pour

Teratogenicity:

Cotton: MOS = 22.2 (Range 16.7-31.7)

Tobacco: MOS = 44.4

Peanuts: MOS = 35
Corn: MOS = 8 (Rarnge.7-8.6) -71

Cholinesterase:

Cotton: MOS = 0.55 (Range 0.41-0.8)




1.1

/ | Tobacco:  MOS
Peanuts: MOS = 0.88
Corn: BMOS = 0.2
Clcsed System:
Teratogenicity:
Cotton: MOS = 148 (Range 111-215)
Tobacco: MOS = 256
Peanuts: MOS = 215
Corn: MOS = 88 (Range 20-312)
Cholinesterase:
Cotton: MOS = 3.7 (Range 2.8-5.4)
Tobacco: MOS = 6.4
Pearmts: MOS = 5.4
Corn: MOS = 2.4

2. Aerial Application:

Mixer/Loader (closed system):
Teratogenicity:
Cotton: MOS = £1 (Range 61-121)

Tobacco: MOS 19600

]

Pearmts: MOS = 171

Sugarcane: MOS = 167

Corn: rOS = 108
Crolinesterase:

Cotton: MOS = 2.0 (Rarge 1.5-3)

Tobacco: MOS = 490

Peanuts: MOS

4.3
Sugarcane: MOS = 4.2

Corn: MOS = 2.7
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Pilot:

Teratogenicity:
Cotton: MOS = 155 (Range 116-238)
Tobacco: MOS = 267
Peanuts: MOS = 247
Sugarcane: MOS = 267
Corn: MOS = 133

Cholinesterase:

Cotton: MOS = 3.9
Tobacco: MOS = 6.7
Pearuits: MOS = 6.2
Sugarcane: MOS = 6.7
Corn: MOS = 3.3

An acceptable MOS for teratogenicity is usually considered to be 100 amd
for cholinesteras: 10.



